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DETAILED ACTION 

Receipt of declarations, amendment and response dated 12-7-09 is acknowledged. 
New claims 28-35 are submitted. Claims 2, 16 and 18-27 have been canceled. Claims 1 
and 3-15, 17 and 28-35 were pending. 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 12-7-09 
has been entered. 

2. The following rejection is new and replaces the rejection of record: 

3. Claims 1, 3-15 , 17 and 28-35 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

4. Instant claims require a matrix consisting of an emulsion forming composition 
that is indefinite. It is unclear what the meets and bounds of the said matrix are 
particularly when the word "matrix" is followed by the term "consists of ". A clarification is 
requested. 
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Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

5. Claims 1, 3-14, 17 and 28-35 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over either US 5,968,251 to Auweter (submitted on PTO 1449 of 12-29- 
08) in view of US 3998753 to Antoshkiw et al or Auweter and EP 93741 2 ('412) in view 
of US 3998753 to Antoshkiw et al. 

Auweter teaches cold water dispersible powders comprising fat soluble vitamins 
such as carotenoids prepared by the method described in abstract and col. 2, L 27-46. 
For the protective colloids, Auweter teaches the claimed proteins such as fish gelatin, 
vegetable proteins, and also gum such as gum arabic (col. 4, L 40-53). Auweter teaches 
a 0.5-20% carotenoids and 10-50% by weight of a protective colloid (col. 4, L 53-59). 
Auweter teaches particles of 200 nm size (col. 3, L 51-56). For the claimed vitamins of 
claims 10-11, Auweter teaches carotenoids esters and not the claimed vitamins. 
Auweter teaches the carotenoids powders for food compositions but not tablet 
preparations. However, preparing an appropriate form of the composition such as 
powder or solid tablet or liquid depending on the food preparation would have been 
within the scope of a skilled artisan. Alternatively, Auweter does not exemplify any 
compositions with the claimed gums or proteins. 

EP '412 teaches finely divided pulverous carotenoids preparations formed by 
suspending the active ingredient in an organic solvent, feeding the suspension to a heat 
exchanger, rapidly mixing with a swellable colloid. EP teaches the particle size such as 
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213 nm, 225 nm or 400 nm. Among the colloids, EP teaches gelatin, starch, gums, 
pectin etc (col. 3, L 1-7). 

It would have been obvious for one of an ordinary skill in the art at the time of the 
instant invention to prepare the powders of Auweter by incorporating colloids such as 
polysaccharide gums or proteins such as those taught by Auweter or EP because both 
references are directed to preparing the claimed powders and further EP suggests 
colloids such as gelatin and gums as effective in preparing vitamin powder preparations. 
Further, Auweter suggests preparing the powders with or without an emulsifier and thus 
meet the claimed matrix claim limitations. Further, EP suggests including carotenoids as 
well as tocopherol (019) and also suggests particles of less than 400 nm (0009). 

Antoshkiw wt al (cited in the introduction section of EP reference) US Patent 
3,998,753 describes a batch process for the preparation of a water dispersible 
carotenoid containing powder, wherein the carotenoid has a particle size of less than I 
micron, which process comprises (a) forming a solution of a carotenoid and an 
antioxidant in a volatile solvent, said solvent being selected from the group consisting of 
halogenated aliphatic hydrocarbons such as chloroform, carbon tetrachloride and 
methylene chloride; (b) forming an 2o aqueous solution of sodium lauryl sulfate, a water 
soluble carrier composition such as e.g. gelatin, a preservative and a stabilizer, and 
adjusting said solution to a pH of about 10 to 11 and (c) forming an emulsion of the 
solutions of steps (a) and (b) by mixing at a high speed and high shear; removing the 
organic solvent and spray drying the resulting emulsion to obtain a carotenoid powder. 
In col. 2, L 16-24, the above reference teaches high optical clarity of the water 
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dispersible powders of carotenoids and further teaches that high speed emulsification 
employed in the process involves high shear that is essential for obtaining a small 
particle size (col. 3, L 33-62). The reference also states that the effective shear force is 
a function of viscosity, solid content, speed of mixing, geometry of mixer and mixing 
vessel. Furthermore, the reference teaches in order to keep the particle size below 0.1 
microns (<100 nm), one has to employ high shear force and high speed mixing. 

Thus, a skilled artisan would have been able to prepare the desire particle sizes 
of carotenoids of Auweter and EP, in particular below 0.1 microns, by optimizing the 
mixing speed and high shear force such that when dispersed in water the powder 
results in high optical clarity. Examiner notes that newly added claim 29 recites particle 
size up to 200 nm, which is taught by Auweter and is within the size range (<400 nm) of 
EP reference. Thus, applicants have not shown any evidence that one of an ordinary 
skill in the art would not be able to arrive at the claimed particle sizes with the method of 
Auweter and//or EP. 

With respect to the newly added claims 29-35, the claims are directed to a 
product and not a product. While it is noted that the product claims recite the process 
limitations, even though product-by-process claims are limited by and defined by the 
process, determination of patentability is based on the product itself. The patentability of 
a product does not depend on its method of production. If the product in the product-by- 
process claim is the same as or obvious from a product of the prior art, the claim is 
unpatentable even though the prior product was made by a different process." In re 
Thorpe, 777 F.2d 695, 698, 227 USPQ 964, 966 (Fed. Cir. 1985). The examiner notes 
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that the product of claim 29 is no different from the product of claim 1 and hence the 
process steps do not determine the patentability of the claims. 



6. Claim 15 is rejected under 35 U.S.C. 103(a) as being unpatentable US 5,968,251 
to Auweter (submitted on PTO 1449 of 12-29-08) in view of US 3998753 to Antoshkiw 
et al OR Auweter and EP 937412 ('412) in view of US 3998753 to Antoshkiw et al as 
applied to claims 1,3-14,17 and 28-35 above, and further in view of US 3,886,294 to 
Emodi et al (Emodi, submitted on PTO 1449 of 12-29-08). 

Auweter and EP fail to teach the claimed moisture content. 

Emodi also teaches a powder preparation of carotenoids wherein the powder is 
prepared by mixing fish gelatin with carotenoids crystals and spray drying the resultant 
solution to a form a stable powder of moisture content less than 2% (example 1 in col. 
4). Thus, it would have been obvious for one of an ordinary skill in the art at the time of 
the instant invention to prepare the powders of Auweter or Auweter and EP by spray 
drying where the final moisture content is less than 2% because Emodi suggests 
stability of the powders. A skilled artisan would have expected the powders of Auweter 
to be stable. 

Response to Arguments 

Applicant's arguments and the Declaration of Mr. Hermann Stein and Dr. Bruno 
Leuenberger filed 12-7-09 have been fully considered but they are not persuasive. 
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Firstly, instant claims are now rejected over a new combination of references and 
hence the arguments and the declarations are not persuasive. 

The lengthy response of applicants has not been reproduced here. Applicants 
argue that Auweter teaches carotenoids that are entirely insoluble in water and 
discloses "coldwater-dispersible dry powders which contain carotenoids and are 
obtainable [by the process disclosed] and which have different color effects depending 
on the production variant" (Col. 1 , lines 26-29). It is argued that there is no disclosure in 
Auweter of any particles size of active substance that does not have at least 200 nm in 
diameter. While it is true that Auweter teaches 200 nm particles, examiner notes that 
instant claim 29 also recites 200nm particles. Applicants have not provided any 
evidence that one of an ordinary skill in the art would not be able to arrive at the claimed 
sizes (claims 1 and 32) with the methods of Auweter and /or EP. 

Applicants argue that the examiner did not provide the reasoning as to why a 
skilled artisan would arrive at the claimed particle sizes and also why a skilled artisan 
would modify the teachings of Auweter with that of EP. A reference may be relied upon 
for all that it would have reasonably suggested to one having ordinary skill the art, 
including nonpreferred embodiments. Merck & Co. v. Biocraft Laboratories, 874 F.2d 
804, 10 USPQ2d 1843. Applicants merely argue without providing any evidence as to 
why the less than 400 nm of EP reference does not include claimed sizes and why the 
process of EP does not result in the claimed sizes. In paragraph 0026, EP states that 
the carotenoids and the matrix are mixed, emulsified by a homogenizer to a particle size 
of 150-400 nm. Thus, EP is not strictly limited to 400 nm and a skilled artisan would 
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have been to try to optimize the particle size to a desired particle size lower than 400 
nm size. On the other hand, the declarations of Stein and Leuenberger does not provide 
any comparative results showing that the particles sizes of less than 400 nm or the 
claimed sizes are not possible from the disclosures of EP (or Auweter who teaches 200 
nm). EP further suggests in [0017] that swellable colloids suitable for matrix include 
gelatin, gum arabic, milk proteins, and vegetables proteins, a suggestion that one skilled 
ion the art may be able to employ the colloidal materials of EP in Auweter, i.e., gums, 
starch, gelatine etc., to prepare the dispersible powders of the instant invention. 

Furthermore, the newly cited US patent teaches optical clarity and also the high 
shear forces to optimize the particle size below 100 nm. Accordingly, even though the 
response and the declarations of Stein and Leuenberger emphasize in great depth on 
the two features of the invention, optical clarity of the powders when dispersed in water 
and particle size, the newly added reference teaches both optical clarity and provides 
the result-effective variables to achieve the desired particle size. Thus, even though the 
claims are silent with respect to the optical clarity, the prior art does recognize the argue 
limitations and therefore the arguments are not persuasive. 

With respect to the new product-by-process claims, the patentability o f the 
process steps in product claims have been explained in the body of the rejection. 
Additionally, the argument is substantiated by the teachings of the new reference that 
even though the process steps are different in the prior art Antoshkiw, a skilled artisan 
would be able to prepare the claimed particle sizes, which in itself is an evidence to the 
precedent that the patentability of a product does not depend on its method of 
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production. If the product in the product-by-process claim is the same as or obvious 
from a product of the prior art, the claim is unpatentable even though the prior product 
was made by a different process. 

Applicants argue that the arguments presented for the teachings of Auweter and 
EP apply to claim 15 and that Emodi does not overcome the deficiencies of the above 
references. However, the new rejection addresses the limitations of particle sizes and 
the unclaimed limitation of optical clarity. Emodi has been cited for moisture content. 
Thus, the examiner has established a prima facie obviousness for the claimed 
invention. 

Double Patenting 

In their response dated 12-7-09, applicants agreed to file a terminal disclaimer upon 
indicating allowable subject matter. However, at this time no allowable subject matter is 
indicated. Therefore, the rejection is maintained. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lakshmi S. Channavajjala whose telephone number is 
571-272-0591 . The examiner can normally be reached on 9.00 AM -5.30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sharmila G. Landau can be reached on 571-272-0614. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Lakshmi S Channavajjala/ 
Primary Examiner, Art Unit 161 1 
February 1, 2010 



